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741 TOT ssftT trfWT TOimr 

fiornt) 

ea ftwfi, 20 «t¥jrr, 1995 

HT.TT.fH. 697 (ur).—iftT ITOTBR WRlft 

1945 W Sk fq'tl <!TrflfT!T *51 ^ JlT'r^T 

Ti>rttr <fN: ww »rw* *TfHfcT*r, 1940 (1940 vr 23)' 

^ 'TWm wfelwr 'fTp’PTlU 1»f HKV 12 wVc 
HTO 33 n^w^jfrr*: ''fror % titsttst ^ 2, 3, 

(i), 18 1994 % ink 2 'imPTr 

ifWK % WRnr nk 'riwt !»rf^r»T JT^^riT (^1^ fkTT*r) *^1 
srfa^t^ #BriT nT,<?:r,k. 754 (n) is'w^, 1994 

3 KT feiTW 5 TTfjf«^f ^ n*fr ir, 

jpRTto iit% ^vnmr ifrfysr % % 

TTJfT^T ^ Jrfrrr ^ 'kit fr *t^ nf Hk fki 

iw tl k tr ^ nm nl’: nt*)- *i(? 

nk 3 *Rr TTsiw t'f si-^ ipt 12-1-1995 * 5 ^ 

*(7JT 4Y; 

«rk w>'^ iim kirnf ^ infer F F 

JIF 5 FRiTi nt’’" ^*r T*" iR firin 

m-; enr, f-kw ^ nfffkjnr Tf tnrr 12 nk 

mv 33 anr jrw vi sntn 4 rk ffi? eikfn 

ifnnjStpR nk % Tim *5^: nWfir nk TFrenr nnnff fwr, 
1945 im nk inrfWT irk ^ ftrc* fkrrkftrT km I'litfl 
nkq:— 
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1.(1) w fkriff w iff!F?r tr nkfer nk mriR Hmfl 
(nrsTf kiki) km, 194s |i 

(2) $ 7 F 5 rT^ ir Tirnn k nrffn k ffif 1 

2. nkra nk mrm imk km, 1945 % km 44 if — 

(1)' «k (t ) if "kT k ir enp in iFiwitn: injm ^'’ 
nkirr (n) if 'ifR m ir wfi i;t sr^ t ‘‘mif qmi^ 
k nkk mkiJinrr if, nkfiTk kkiT% nmk nrjqk 
(t) if kkr T? iff !¥, Tm if k k tt Ttwr ^ i:t fkn 
I” 5TI? nR-mrim kr; irrcfifi 

( 2 ) n'T (n-) % imk;, qkr if *17-(i) % imr 
m, kmkk^ ify mr ktjMi, epik:— 

(i) (*r) if kt kmisTT 3r kfiTR % kr?, 

(k) ^ft wffkfk k, k w (ip) TT ITT (w) % mSk 
k^ f*F^ *rc* ^ nk fek fra arr*jiinrFt F^kkfli 
kiTH, kFw, ftTTTT knf k«ni if 

, Mf ^ kijfk jrrkTrrfi 5 Rf nkfikv feff mr k 

TrfkfrrUT if 15^ TTF If Wr^rf Wk ^kff Tff 

iff 'TTW irk iT[ nrjm Tf Tfkf'i ^ Trkr 1 

(i*?) ^ir Rfktff k iff ik (ir) qr irr (^) ^r wtfk 
kqiir I fkg tr kmf if 

Mf ffff k^ sTiftrmff am n^pfffk kk fwt 
qr mkmiRf ifrjiwniRfk (q) kkkkqf kirw 

qk 171' rffq qq ^ nrm nqfT IiT ^r-iqq qr qfwq 
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ijtHI ITT %^jftiT wVlfd Jt tT>«rf9Tfi ift, 

1^TT% sTi^ (ir) R iri ^ ^, ttst 

w rl w irfwBriT ya f^irr ^irt ^rrl^q i 

['TTT.TT. CTTO-1 1014/6/93-^.tJiT.CJTr. 'ft.sys.I?-] 

*ft<T6r wVt TTFrift ffUPT, 1945 , 1 - 5-79 Tw ir«n 

i*T ^r ? 4 rr^«iT <frc 'rfwT ^ifirnn: (wr^t fr«TTir) 311^ 
*f f^TT# TlWtT TlTITtR WRlft, (ffttfiTim, wK 

f^nriT ('fy.rfl'.ift.cjTr.)' Trr^rf^Sr TirifTiriTj 

fipnft Sf RTTU ^TTiTTff RTir -2 WJ ( 3 )' (i)’ if snTTftpt 
firftru ^rrtT^^KTTffaKr Tfifftfer ft;[T irq | :-- 

1 . irr.^f.fiT. 1241 , 0-10-1979 

2- irr.W.flT. 1242, 3lfflT 8-10-1979 

3 . Tn.ipr.fil. 1243, Tfrffu 6-10-1979 

4 . irr.w.fit. 128 1, nrffflT i2-io-i989 

5 . ITT.TO .fir. 430 , Sr^fsT 19 - 4^80 

6 . TTT.On.fiT- 779 , TTr^fiff 26 - 7-80 

7. Tir.TIr.fiT. 540(w)', mffST 22-9-80 
8- TTl.TTr.fir. 630, TTr^fa" 5-12-80 

9 . Tn.TO.fil, 6 81 (tt ), TTriffiy 5-12-80 

10 . Tn.Tir.fil. 082(3r), Trrdsr 5 - 12-80 

11 . TTT.TO.ffr. 27(^T), mtfil 17-1-81 

12 . TTT.TTT.fit. TTlf^T 6 - 8-81 

13. Tn.TO.ffT. 62{5t)', 15-2-82 

14 . TTT.Trr.fiT. 462 ,(lT),?nfrar 22 - 6-82 

15. TiT.Tit.fiT. 510 (tt), 26-7-82 

16. Ttr.TTf.ft. 13(5r), TtT^Sr 26-7-82 

17. TTT.On.flT. 318(W), TTTff«r l-S-84 

18. Tn.TTT.ft. 33l(?l), TtrffW 8-5-84 

19. Tri.TTf.ft, 460(4(), 20-6-84 

20. TTT.Tir.fil, 487(^r), 2-7-84 

21. TIT.TO.ft. 89 (tt), 'Orift® 16-2-85 

22. ITT.TO,ft. 788 (tI), Olffu 10-10-85 

23. ITT,TO.ft. 17(51), 01‘ffsr 7-1-86 

24. UT.TTT.ft. 1049(5T), OnffTT 29-5-86 

25. TIT.TfT.ft, 1060(W), nrffsT 5-9-86 

26. or.TO,ft. 1115(5T), OlffTT 30-9-88 

27. irr.TO.ft. 7 i{tt), orffn 30 - 1-87 

28 . ITT.TO.ft. 570(TT),TTrffW 12-6-87 

29. OT.TO'.ft. 626(5T),TnTN' 2-7-87 

30. ITT,TO.ft. 792(5r),OrfW 17-9-87 

31. ET.TO.ft. 37l(5r),OTftTT 14-3-88 

32. HT.TO.ft. 75 ( 51 ), ordV 2-6-88 

33. HT.TO.ft. 67S(5r), OrffW 2-6-88 

34 . ITT.TO.ft. 676 ( 51 ), mifftr 2 - 6-88 

35. WT.TO.ft. 677(51),^irffTT 2-6-88 

36. TO.TO.ft. 68l(5l),m<tTr 6-6-83 

37. in.TO.ft. 736(51),mtftr 24-6-83 
88. TO.TO.ft. 813(5r),nrftw 27-7-88 


39. HI.TO.ft. 944 ( 51 ), 01^ 21-9-88 (TJ^ftoar) 

40. or.TO.ft, 43(5T),mftV 20-1-89 (Oftm) 

41. TO. TO. ft. 44(5T),moftr 20-1-89 

42. TO.TO ft. 100 ( 0 ), ordw 14-2-89 (Ofim) 

43. TO.TO.ft. 443 ( 51 ), orffO 12-4-89 (ttIVtW) 

44 . TO.TO,ft. 588(51), TO^ftr 2-6-89 (Oftno) 

45- TO.TO.ft. 69 i( 5T), Ordo 11-7-89 

46- TO.TO.ft. 784(51), ordO 28-8-89 

47. TO.TO.ft. 10 ( 51 ),mffil 1-10-89 

48. TO.TO,ft. 731 ( 51 ), orffw 23-8-90 

49 . TO,TO.ft. 865(51), TOffO 2S-16-90 

50. TO.TO.ft. 11 ( 0 ), OKfr 7-1-91 

51. TO.TO.ft. 223 ( 51 ),TO^fO 19-4r91 

52. or.TO,ft, 246(51),Ortfn l-S-91 

53. TO.TO.ft. 301 (*r), OirfO 7-6-91 
54- TO.TO.ft. 302(51), ofttn 7-6-91 

55. TO.TO.ft. 491 ( 51 ), Olfftr 25-7-91 

56. TO.TO,ft. 495 ( 51 ), TOTftl 25-7-91 

57. TO.TO,ft. 532(51), OrffTJ 14-8-91 
.58. TO,TO.ft. 626(51),Tofftl 14-10-91 

59. TO,TO.ft. 668 ( 51 ), TOrtn 7-11-91 

60. TO.TO.ft. 730( 51 ), lofftr 10-12-91 

61. TO.TO,ft. 59(51),Olffn 22-1-1992 

62. TO.TO.ft. 305 ( 51 ), Tirtf^ 4-3-92 (W^R^) 

6.3. TO.TO.ft. 445 ( 51 ), Tir^ftf 30-4-92 

64. TO.TO.ft. 597 ( 51 ),ordW ,17-6-92 
6.5- TO.TO.ft, 6e3(5l),ToO^ 3-7-92 
66- or.TO.ft, 723 ( 0 ), OT^ftr 11-8-92 

67. TO.TO.ft. 796(0), Onff^ 1-10-92 

68. TO,TO ft, 877 ( 0 ),OrrfU 17-11-92 

69. TO.TO.ft, 904 ( 0 ), TO#^ 2-12-92 

70. TO.TO.ft. 923(o), 01^111.14-12-92 

71. TO.TO.ft. 27(o),OTTftl 22-1-93 (oRm) 

72- TO.TO.ft, 28 (o),Or(ftr 22-1-93 

73. TO.TO.ft. 86 ( 0 ),26-2-93 

74. TO.TO.ft. 296(o), OT.IW 24-3-93 

75. TO.^.ft. 373 ( 0 ), ORW 13-4-93 (OfifTO) 

76.,TO.TO.ft. 374 ( 0 ), OT^ 14-4-93 (i^fim). 

77. TO.TO.ft. 447 ( 0 ), Oftfif 10-6-93 (Ofto?!) 

78. TO.TO.ft. 65 8(o), 19-10-93 

79. TO.TO.ft. 6 73 ( 0 ),27-10-93 

80. TO.TO.ft. 108(o),ordw 22-2-94 

81. TO.TO.ft. 10 b(o), OirfTff 22-2-94 

82. Ol.TI'^.ft. 370(0),TO&1? 7-4-94 
83- TO.TO.ft, 406 (o),OT<ftf 17-5-94 

84. TO.TO.ft, 6 15 ( 0 ), OlffW 9-8-94 

85. TO.TO.ft. 6S9(o), TOffO 3 1-8-94 

86. TO.TO.ft. 076(o),TOffV G-9-94 

87. TO.TO.ft. 811(51), OlffO 14-11-94 
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88 . S12(?T), 14-11-1994 

89. ^IT.TT.f^. 3 5 o('!T), 7-12-9 4 

90. 5 5(’!T), 7-2-9 5 

91. ^rr.W.f^. .59(^r), 7TP"t^ 7-2-9 5 

92. 93(3r), 24-2-95 

93. 495(w),0ir^ 9-6-95 

94. 496(W),fTK>S 9-6-95 

95. HT.W.f^. 493(^r),artt^ 9-6-9 5 

96. m.VT.f^T. 553(w),cfT^ 20-7-95 

MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 

NOTIFICATION 


items stated in Schedule C, in Central 
Drugs Laboratory” sh^ be inserted. 

(2) af(er clause (b), in the first proyiso, for 
clause (i), the following clause shall be 
substituted, namely :— 

“(i) for purpose of examination of items in 
Schedule C,— 

(la) the persons aptxiinted under clause (a) 
or (b) and having degree in Medicine, 
Physiology, Pharmacology, Microbio. 
logy. Pharmacy should have expe¬ 
rience or training in testing of said 
items in an institution or laboratory 
approved by the appointing authority 
for a period of not less than six 
montns; 


New Delhi, the 26th October, 1995 

G.S.R. 697(E).—Whereas a draft of certain 
rules further to amend the Drugs and Cosmetics 
Rules, 1945, were published as required by sec¬ 
tions 12 and 33 of the Drugs and Cosmetics Act, 
1940 (23 of 1940) (hereinafter referred to as the 
said Act), at pages 3 and 4 of the Gazette of India 
Extraordinary Part H, Section 3, sub-section (i) 
dated the 18th October, 1994 vide notification of 
the Government of India in the Ministry of Health 
and Family Welfare (Department of Health) num¬ 
ber G.S.R. 754(E), dated the 18th October, 1994 
inviting objections and suggestions from all per¬ 
sons likely to be affected thereby, before the expiry 
of thirty days from the date on which the copies 
of the Official Gazette containing the said notifi¬ 
cation were made available to the public; 

And whereas copies of the said Gazette were 
made available to the public on the 12tli January, 
1995. 

And whereas the objections and suggestions re¬ 
ceived from the public on the said draft rules have 
been considered by the Central Government; 

Now, therefore, in exercise of the powers con¬ 
ferred by sections 12 an 33 of the said Act, the 
Central Government, after consultation with the 
Drugs Technical Advisory Board, hereby makes 
the foUowing rules further to amend tlie Drugs and 
Cosmatics Rules, 1945, namely 

1. (1) These rules may be called the Drugs and 
Cosmetics (Vlllth Amendment) Rules, 1945. 

(2) They shall come into force on the date 
of their publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules. 1945. in 
rule 44,— 

(1) in clauses (a) and (b), after the words “for 
the purpose by the appointing authority’’, 
the words “or has completed two years’ 
training on testing of drugs, including 


(ib) the person appointed under clause (a) 
or (b) but not having degree in the 
above subjects should have experience 
or training in testing of said &hedule 
t ’ drugs tor a period of not less than 
three years in an institution or labora¬ 
tory approved by the appointing autho¬ 
rity or have completed two years 
training on testing of drugs including 
item stated in Schedule C in Central 
Drugs Laboratory;” 

[No. X. 11014|6|93-DMS&PFA] 
SHAILAJA CHANDRA, Jt Secy. 

Note ; 'The Drugs and Cosmetics Rules, 1945 
as amended upto 1-5-1979 is contained 
in the publication of the Ministry of 
Health and Family Welfare (Department 
of Health) containing the Drugs and 
Cosmetics Act and the Rules (PDGHS- 
61). Subsequently the said rules have 
been amended by the following notifica¬ 
tions published in Part II, Section 3, Sub¬ 
section (i) of the Gazette of India^ 
namely:— 

1. G-S-R. 1241 dated 6-10-1979 

2. G.S.RT 1242 dated 6-10-1979 

3. G.S.R. 1243 dated 6-10-1979 

4. G.S.R. 1281 dated 12-10-1979 

5. G.S.R. 430 dated 19-04-1980 

6. G.S.R. 779 dated 26-07-1980 

7. G.S.IL 540(E), dated 22-09-1980 

' 8. G.S.R. 680(E), dated 5-12-1980 

9. G.S.R. 631(E), dated 5-12-1980 
i 10, G.S.R. 682(E), dated 5-12-1980 

11. G.S.R. 27(E), dated 17-01-1981 

12. G.S.R. 478(E), dated 6-08-1981 

13. G.S.R. 62(E), dated 5-02-1982 

14. G.S.R: 462(E), dated 22-06-1982 

15. g;S.R. 510CE), dated 26-07-1982 
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16. G.S.R. 13(E), dated 7 01-1983 

17. G.S.R. 318(E), dated 1-05-1984 

18. G.S.R. 331(E), dated 8-05-1984 

19. G.S.R. 460(E), dated 20-6-1984 

20. G.S.R. 487(E), dated 2-07-1984 

21. G.S.R. 89(E), dated 16-02-1985 

22. G.S.R. r88(E), dated 10-10-1985 

23. G.S.R. 17(E), dated 7-01-1996 

24. G.S.R. 1049(E). dated 29-08-1986 

25. G.S.R. 1060(E), dated 5-09-1986 

26. G.S.R. 1115(E) dated 30-08-1986. 

27. G.S.R. 71(E), dated 30-01-1987 

28. G.S.R. 570(E) dated 12-06-1987 

29. G.S.R. 626(E), dated 2-07-1987 

30. G.S.R. 792(E), dated 17-09-1987 

31. G.S.R. 371(E), datefl 24-03-1988 

32. G.S.R. 75(E), dated 2-06-1988 

33. G.S.R. 675(E), dated 2-06-1988 

34. G.S.R. 676(E), dated 2-06-1988 

35. G.S.R. 677(E), dated 2-06-1988 

36. G.S.R. 680(E), dated 6-06-1988 

37. G.S.R. 735(E). dated 24-06-1988 

38. G.S.R. 813(E), dated 27-07-1988 

39. G.S.R. 944(E), dated 21-09-1988 Corri- 

genduni, 

40. G.S.R. 43(E) dated 20-01-1989 (Corri¬ 

gendum 

41. G.S.R. 44(E), dated 20-01-1989 Corrigen¬ 

dum. 

42. G.S.R. 100(E), dated 14-02-1989 Com- 

gendum. 

43. G.S.R. 443(E), dated 12-04-1989 

44. G.S.R", 588(E), dated 2-06-1989 Corri¬ 

gendum. 

45. G.S.R. 691(E), dated 11-07-1989 

46. G.S.R. 784(E), dated 28-08-1989 

47. G.S.R 16(E), dated 10-1-1990 
48 G.S.R. 731(E), dated 23-8-1990 

49. G.S.R. 865(E), dated 25-10-1990 

50. G.S.R. 11(E), dated 7-1-1990 

51. G.S.R. 223(E), dated 19-4-1991 

52. G.S.R. 246(E), dated 1-05-1991 

53. GSR 301(E) dated 7-6-1991. 

54. GSR 302(E) dated 7-6-1991. 

55. GSR 491(E) dated 25-7-1991. 

56. GSR 495(E) dated 25-7-1991. 


57. GSR 532(E) dated 14-8-1991. 

58. GSR 626(E) dated 14-10-1991. 

59. GSR 668(E) dated 7-11-1991. 

60. GSR 430(E) dated 10-12-1991. 

61. GSR 59(E) dated 22-1-1992. 

62. GSR 305(E) dated 4-3-1992 (Corri- 
gendiun). 

63. GSR 445(E) dated 30-4-1992. 

64. GSR 597(E) dated 17-6-1992. 

65. GSR 663(E) dated 3-7-1992. 

66. GSR 723(E) dated 11-8-1992. 

67. GSR 796(E) dated 1-10-1992. 

68. GSR 877(E) dated 17-11-1992. 

69. GSR 904(E) dated 2-12-1992. 

70. GSR 923(E) dated 14-12-1992. 

71. GSR 27(E) dated 22-1-1993 (Corri¬ 
gendum) . 

72. GSR 28(E) dated 22-111993. 

73. GSR 86(E) dated 26-3-1993. 

74. GSR 296(E) dated 24-3-1993, 

75. GSR 373(E) dated 13-4-1993 (Corri¬ 

gendum) . 

76. GSR 374(E) dated 13-4-1993 (Corri¬ 
gendum) . 

77. GSR 447(E) dated 10-6-1993 (Corri¬ 
gendum) . 

78. GSR 658(E) dated 19-10-1993. 

79. GSR 673(E) dated 27-10-1993. 

80. GSR 108(E) dated 22-2-1994. 

81. GSR 109(E) dated 22-2-1994. 

82. GSR 370(E) dated 7-4-1994. 

83. GSR 466(E) dated 17-5-1994. 

84. GSR 615(E) dated 9-8-1994. 

85. GSR 659(E) dated 31-8-1994. 

86. GSR 676(E) dated 6-9-1994. 

87. GSR 811(E) dated 14-11-1994. 

88. GSR 812(E) dated 14-11-1994. 

89. GSR 850(E) dated 7-12-1994. 

90. GSR 55(E) dated 7-2-1995 (Corri¬ 

gendum). 

91. GSR 59(E) dated 7-2-1995. 

92. GSR 93(E) dated 24-2-1995. 

93. GSR 495(E) dated 9-6-1995. 

94. GSR 496(E) dated 9-6-1995. 

95. GSR 493(E) dated 9-6-1995. 

96. GSR 553(E) dated 20-7-1995. 
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